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Address to: 
Commissioner for Patents 
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Sir: 



This Declaration and the attached Exhibit are being submitted in conjunction with the 
Applicants' Response to the Office Action dated April 20, 2004. 

1. We, Victor Pan, John Lemke, Harshad Patel, Philip Cizdziel, and Robert Shartle, 
declare and say that we are co-inventors of the claims of the above-captioned application. 

2. We understand that the Office Action dated April 20, 2004 rejects the claims of 
the above-captioned patent application as unpatentable over Shartle (US Patent No. 
6,084,660) alone and in view of Saunders et al. (US Patent No. 5,674,699). 

3. As evidenced in paragraph 4 below, we conceived and reduced to practice the 
claimed invention prior to July 20, 1998, the effective date of Shartle. 

4. The claimed invention was conceived and reduced to practice before July 20, 
1998. Evidence for an earlier date of conception and reduction to practice is provided by 
an Invention Disclosure which was submitted to LifeScan, Inc. prior to July 20, 1998. 
The claimed invention is described in the Invention Disclosure. A copy of the Invention 
Disclosure is provided here with as an Exhibit. All cited dates (which dates are prior to 
July 20, 1998) and text considered by the Applicant to be immaterial to conception and/or 
reduction to practice of the invention have been redacted 

5. We do hereby declare that all statements made herein of our own knowledge are 
true and that all statements made on information and belief are believed to be true; and 



Atty Dkt. No.:LIFE-009 
USSN: 09/630,340 

further that these statements were made with the knowledge that willful false statements 
and the like so made are punishable by fine or imprisonment, or both, under Section 1001 
of Title 18 of the United States Code and that such willful false statements may 
jeopardize the validity of the application or any patents issued thereon. 

6. 

Respectfully submitted, 

Date: 



Victor Pan 




Date: 



Harshad Patel 

Date: 



Philip Cizdziel 
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INVENTION DISCLOSURE 



3. Detailed Description of Invention 

Purposes: 

In an assay system that requires an external mechanism to draw the sample into 
the test strip, a method to accurately detect the presence of fluid sample at the 
sample application area is a crucial step in the test procedure. Once the sensor 
accurately detects the presence of fluid sample, this event allows the assay system 
to actuate the mechanism to draw the sample into the reaction zone. 

The sample detection method must also guard against false detection, such as 
finger or other application device near the application area that can lead to 
premature actuation of the mechanism resulting in unreliable test result. 
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Description: 



This method consists of a light source that illuminates the back-side of the test strip, 
and a sensor receives the reflected light from the test strip. The detection system is 
AC-modulated to provide immunity from the ambient noise and interference. When 
the test strip is inserted into the assay system, the reflectance readings increase and 
' reach a steady state. When a finger or an application device is near the apparatus, 
the reflectance readings increase further. When the fluid sample is applied to the 
application area, the reflectance readings drop below the steady state values to 
indicate this condition (see Appendix). The system determines the sample 
application event by comparing percentage change of the signal with a threshold 
value. * 

From the percentage change in amplitude of the reflectance signal, the assay system - 
can determine whether or not sufficient amount of sample is applied to the test strip. 
When the enough sample condition is met, the assay system triggers the actuator, 
and draws the sample into the reaction area. 

The light source and detector can be chosen with spectral characteristics best suited 
to detect the sample and test strip. 
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4. Date of First Conception of Invention: 



5. Date of First Record of Invention: 



6. Date of First Disclosure to Others within the Company: 



7. Date of First Disclosure to Others outside the Company: 



8. Date of First Successful Test or Operation: 



9. First Commercial Use or Sale: 
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Appendix: 



Note: The stylized cartoons depicted below are not meant to imply inclusion or exclusion 
of specular versus diffuse reflected rays. 
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Description: 



This method consists of a light source that illuminates the back-side of the test strip, 
and a sensor receives the reflected light from the test strip. The detection system is 
AC-moduIated to provide immunity from the ambient noise and interference. When 
the test strip is inserted into the assay system, the reflectance readings increase and 
' reach a steady state. When a finger or an application device is near the apparatus, 
the reflectance readings increase further. When the fluid sample is applied to the 
application area, the reflectance readings drop below the steady state values to 
indicate this condition (see Appendix). The system determines the sample 
application event by comparing percentage change of the signal with a threshold 
value. 

From the percentage change in amplitude of the reflectance signal, the assay system 
can determine whether or not sufficient amount of sample is applied to the test strip. 
When the enough sample condition is met, the assay system triggers the actuator, 
and draws the sample into the reaction area. 

The light source and detector can be chosen with spectral characteristics best suited 
to detect the sample and test strip. 
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4. Date of First Conception of Invention: 



5. Date of First Record of Invention: 



6. Date of First Disclosure to Others within the Company: 



7. Date of First Disclosure to Others outside the Company 



8. Date of First Successful Test or Operation: 



9. First Commercial Use or Sale: 
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Note: The stylized cartoons depicted below are not meant to imply inclusion or exclusion 
of specular versus diffuse reflected rays. 
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Step 4: Read signal after blood is applied 
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claimed invention prior to July 20, 1998, the effective date of Shartle. 
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1998. Evidence for an earlier date of conception and reduction to practice is provided by 
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3. Detailed Description of Invention 

Purposes: 

In an assay system that requires an external mechanism to draw the sample into 
the test strip, a method to accurately detect the presence of fluid sample at the 
sample application area is a crucial step in the test procedure. Once the sensor 
accurately detects the presence of fluid sample, this event allows the assay system 
to actuate the mechanism to draw the sample into the reaction zone. 

The sample detection method must also guard against false detection, such as 
finger or other application device near the application area that can lead to 
premature actuation of the mechanism resulting in unreliable test result. 
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Description: 



This method consists of a light source that illuminates the back-side of the test strip, 
and a sensor receives the reflected light from the test strip. The detection system is 
AC-modulated to provide immunity from the ambient noise and interference. When 
the test strip is inserted into the assay system, the reflectance readings increase and 
' reach a steady state. When a finger or an application device is near the apparatus, 
the reflectance readings increase further. When the fluid sample is applied to the 
application area, the reflectance readings drop below the steady state values to 
indicate this condition (see Appendix). The system determines the sample 
application event by comparing percentage change of the signal with a threshold 
value. 

From the percentage change in amplitude of the reflectance signal, the assay system 
can determine whether or not sufficient amount of sample is applied to the test strip. 
When the enough sample condition is met, the assay system triggers the actuator, 
and draws the sample into the reaction area. 

The light source and detector can be chosen with spectral characteristics best suited 
to detect the sample and test strip. 
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Step 4: Read signal after blood is applied 
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